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FORM PTO-1390 
(REV. 11-2000) 


U S DEPARTMENT OF COMMERCE PATENT AND TRADEMARK OFFICE 


TRANSMITTAL LETTER TO THE UNITED STATES 
DESIGNATED/ELECTED OFFICE (DO/EO/US) 
CONCERNING A FILING UNDER 35 U.S.C. 371 


ATTORNEY'S DOCKET NUMBER 

3868-0103P 


U.S. APPLICATION NO. (If known, see 37 CFR 1 .5) 

09 4,9*80211 


INTERNATIONAL APPLICATION NO. 

PCT/EP00/04588 


INTERNATIONAL FILING DATE 

May 20, 2000 


PRIORITY DATE CLAIMED 

June 2, 1999 


TITLE OF INVENTION 

SUBSTRATE SECTIONS HAVING INCREASED STORAGE STABILITY DURING THEIR STORAGE IN A BAG 
PACKAGE , AND PROCESS FOR THEIR MANUFACTURE 


APPLICANT(S) FOR DO/EO/US 

SCHUMANN, Klaus; THEOBALD , Frank; VON FALKENHAUSEN, Christian 


Applicant herewith submits to the United States Designated/Elected Office (DO/EO/US) the following items and other information: 

1. [3 This is a FIRST submission of items concerning a filing under 35 U.S.C. 371 . 

2. Q This is a SECOND or SUBSEQUENT submission of items concerning a filing under 35 U.S.C. 371 . 

3 - Kl This express request to begin national examination procedures (35 U.S.C. 371(f)) at any time rather than delay 

examination until the expiration of the applicable time limit set in 35 U.S.C. 371(b) and PCT Articles 22 and 39 (1). 
The US has been elected by the expiration of 19 months from the priority date (Article 31). 
A copy of the International Application as filed (35 U.S.C. 371(c)(2)) 
^ a - is transmitted herewith (required only if not transmitted by the International Bureau). WO 00/74660 A3 
^ °- CD nas ° een transmitted by the International Bureau. 

is not required, as the application was filed in the United States Receiving Office (RO/US). 
An English language translation of the International Application as filed (35 U.S.C. 371(c)(2)). 
a - IXI is transmitted herewith. 

has been previously submitted under 35 U.S.C. 154(d)(4) 
3 Amendments to the claims of the International Application under PCT Article 19 (35 U.S.C. 371(c)(3)). 

a. Q are transmitted herewith (required only if not transmitted by the International Bureau). 

b. | [ have been transmitted by the International Bureau, 
have not been made; however, the time limit for making such amendments has NOT expired. 

d. [X] have not been made and will not be made. 
An English language translation of the amendments to the claims under PCT Article 19 (35 U.S.C. 371(c)(3)). 
% CH An oath or declaration of the inventor(s) (35 U.S.C. 371(c)(4)). 

i0. ^ An English language translation of the annexes of the International Preliminary Examination Report under PCT Article 36 
(35 U.S.C. 371(c)(5)). 

Items 11. to 20. below concern document(s) or information included: 

11- ^ An Information Disclosure Statement under 37 CFR 1.97 and 1.98, Form PTO-1449(s), and International Search Report 
(PCT/ISA/210) with 0 documents). 

12. □ An assignment document for recording. A separate cover sheet in compliance with 37 CFR 3.28 and 3.3 1 is included. 

13. ^3 A FIRST preliminary amendment. 

14. O A SECOND or SUBSEQUENT preliminary amendment. 

15. □ A substitute specification. 

16. □ A change of power of attorney and/or address letter. 

17. □ A computer-readable form of the sequence listing in accordance with PCT Rule 13ter.2 and 35 U.S.C. 1.821-1.825. 

18. □ A second copy of the published international application under 35 U.S.C. 154(d)(4). 

19. □ A second copy of the English language translation of the international application under 35 U.S.C. 154(d)(4). 

20. Other items or information: 

1. ) International Preliminary Examination Report (PCT/IPEA/409) 

2. ) One (1) Sheet of Formal Drawing 
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INTERNATIONAL APPLICATION NO 


ATTORNEY'S DOCKET NUMBER 


2 1 ■ [X] The following fees are submitted: 

BASIC NATIONAL FEE (37 CFR 1.492(a)(l)-(5): 

Neither international preliminary examination fee (37 CFR 1.482) 

nor international search fee (37 CFR 1.445(a)(2)) paid to USPTO 

and International Search Report not prepared by the EPO or JPO $1,040 00 

International preliminary examination fee (37 CFR 1.482) not paid to 

USPTO but International Search Report prepared by the EPO or JPO $890.00 

International preliminary examination fee (37 CFR 1.482) not paid to USPTO 

but international search fee (37 CFR 1.445(a)(2)) paid to USPTO $740.00 

International preliminary examination fee (37 CFR 1.482) paid to USPTO 

but all claims did not satisfy provisions of PCT Article 33(l)-(4) $710 00 

International preliminary examination fee (37 CFR 1.482) paid to USPTO 

and all claims satisfied provisions of PCT Article 33(l)-(4) $100.00 

ENTER APPROPRIATE BASIC FEE AMOUNT = 

CALCULATIONS PTO USE ONLY 


$ 890.00 


? ^Surcharge of $130.00 f 
r \ Jmonths from the earlies 

or furnishing the oath or declaration later than | j 20 0 0 30 

>t claimed priority date (37 CFR 1.492(e)). 

$ 130.00 


*3 CLAIMS 

NUMBER FILED 

NUMBER EXTRA 

RATE 



jTotal Claims 

7 - 20 - 

0 

X $18.00 

$ 0.00 


independent Claims 

2 - 3 = 

0 

X $84.00 

$ 0.00 


| jJMULTIPLE DEPENDENT CLAIM(S) (if applicable) Yes 

+ $280.00 

$ 280.00 


* TOTAL OF ABOVE CALCULATIONS = 

$ 1300.00 


?CH Applicant claims small entity status. See 37 CFR 1.27. The fees indicated above are 
s reduced by 1/2. 

$ 0.00 


?3 SUBTOTAL = 

$ 1300.00 


1 Processing fee of $130.00 for furnishing the English translation later than [J20 Q30 
= i; Months from the earliest claimed priority date (37 CFR 1.492(f)). + 

$ 0.00 


1 TOT AL NATIONAL FEE = 

$ 1300.00 


jFee for recording the enclosed assignment (37 CFR 1.21(h)). The assignment must be 
Accompanied by an appropriate cover sheet (37 CFR 3.28, 3.3 1). $40.00 per property + 

$ 0.00 


TOTAL FEES ENCLOSED = 

$ 1300.00 




Amount to be: 
refunded 

$ 


charged 

S 


a. £3 A check in the amount of $ 1300.00 to cover the above fees is enclosed. 


in the amount of $ 


to cover the above fees. 


b. □ Please charge my Deposit Account. No. 

A duplicate copy of this sheet is enclosed. 

. 13 The Commissioner is hereby authorized to charge any additional fees which may be required, or credit any 
overpayment to Deposit Account No. 02-2448 . 

NOTE: Where an appropriate time limit under 37 CFR 1.494 or 1.495 has not been met, a petition to revive (37 CFR 
1.137(a) or (b)) must be filed and granted to restore the application to pending status. 

Send all correspondence to: 

Birch, Stewart, Kolasch & Birch, LLP or Customer No. 2292 
P.O. Box 747 

Falls Church, VA 22040-0747 
(703) 205-8000 

Date: November 30, 2001 
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PATENT 
3868-0103P 


IN THE U.S. PATENT AND TRADEMARK OFFICE 


Applicant : 


SCHUMANN, Klaus et al . 


Int ! 1 . Appl . No. : 


PCT/EP00/04588 


Appl . No . : 


New 


Group : 


Filed: 


November 30, 2001 


Examiner : 


For: 


SUBSTRATE SECTIONS HAVING INCREASED 


STORAGE STABILITY DURING THEIR 
STORAGE IN A BAG PACKAGE, AND 
PROCESS FOR THEIR MANUFACTURE 


PRELIMINARY AMENDMENT 


BOX PATENT APPLICATION 

Assistant Commissioner for Patents November 30, 2001 

Washington, DC 2 0231 

Sir: 

The following Preliminary Amendments and Remarks are 
respectfully submitted in connection with the above-identified 
application. 


IN THE SPECIFICATION: 

Please amend the specification as follows: 

Before line 1, insert --This application is the national 
phase under 35 U.S. C. § 371 of PCT International Application No. 
PCT/EP00/04588 which has an International filing date of 
May 20, 2 000, which designated the United States of America. -- 


AMENDMENTS 


Docket No. 3868-0103P 


REMARKS 

The specification has been amended to provide a cross- 
reference to the previously filed International Application. 

An early and favorable first action on the merits is 
earnestly solicited. 

If necessary, the Commissioner is hereby authorized in this, 
concurrent, and future replies, to charge payment or credit any 
overpayment to Deposit Account No. 02-2448 for any additional 
fees required under 37 C.F.R. § 1.16 or under 37 C.F.R. § 1-17; 
particularly, extension of time fees. 

Respectfully submitted, 

BIRCH, STEWART, KOLAS CH & BIRCH, LLP 
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Substrate sections hav ing increased^sjorage stability 
during their s torage in a bag package, and process for 
their manufacture 


The invention relates to substrate sections which have been 
rendered pressure -sensitive adhesive and are sealed in bags 
so as to be protected against loss of active substance, the 
pressure- sensitive adhesive surface of which is covered by 
a carrier layer which at least partially projects beyond 
the said substrate sections and is divided by an incision, 
thus forming a release aid, through which incision pres- 
sure-sensitive adhesive may leak out in cold flow during 
storage and may cause agglutination with the bag. 

It is known how to manufacture and use flat-shaped pres- 
sure-sensitive adhesive substrate sections. These may be, 
for example, active substance-containing transdermal 
therapeutic systems. If such systems contain volatile 
components, for example as active agents, there results the 
necessity of protecting the substrate sections which have 
been provided with these components against evaporation of 
the volatile components during the time span between 
manufacture and use, that is, during their storage up to 
their application. 

This is achieved, for example, by providing the pressure- 
sensitive adhesive substrate sections with a detachable 
carrier layer so as to protect their pressure-sensitive 
adhesive surface and subsequently sealing the sections in a 
bag surrounding the same on all sides. Here it is con- 
venient for the carrier layer to project beyond the pres- 
sure-sensitive adhesive surface of a substrate section so 
as to, on the one hand, facilitate the peeling of the 
carrier layer off the substrate layer prior to use, and, on 
the other hand, prevent the substrate sections from 
sticking to the package surfaces as a result of pressure- 


sensitive adhesive material leaking in cold flow. When the 
package is open only at one side, such sticking would make 
removing the laminate more difficult or even render it 
impossible. 

To eliminate this problem, it has already been proposed to 
provide an incision in the detachable carrier layer, which 
results in easier detachment of the carrier layer and 
enables application of the pressure- sensitive adhesive 
substrate sections to the site of application in a patient. 
A disadvantage of this measure results from the fact that 
during storage of the packaged substrate sections it is 
still possible for the pressure-sensitive adhesive to leak 
out at the cutting edge of the detachable carrier layer by 
way of cold flow, it may thus cause extremely disadvantage- 
ous sticking of the sections to the surfaces of the 
package, so that withdrawing the laminate from a package 
which is open at one side is made even more difficult or 
impossible. 

It is the object of the present invention to provide, in a 
substrate section of the kind mentioned in the introductory 
part of Claim 1, an embodiment of the carrier layer 
provided with a releasing aid, by means of which embodiment 
the leaking-out of pressure-sensitive adhesive in cold flow 
can be prevented easily and with simple means, thus facili- 
tating easy withdrawal of substrate sections from a package 
which is open only at one side. 

This object is achieved by the invention in a substrate 
section of the kind mentioned at the beginning hereof by 
the fact that to increase the storage stability the carrier 
layer is configured with two carrier layer sections which 
overlap each other in the area where they are joined 
together, preventing the leaking-out of adhesive. 


To great advantage, by means of this surprisingly simple 
embodiment of the carrier layer, the leakage of adhesive 
and thus any sticking to the packaging material is pre- 
vented, and the removal of the laminate when the package is 
open only at one side is facilitated without difficulty, 
while the detachability of the carrier layer from the 
substrate section remains undiminished. 

A process for forming substrate sections comprising carrier 
layer sections, which carrier layer sections project beyond 
the said substrate sections and form a region of overlap, 
is characterized in that the said carrier layer sections 
are supplied with the pressure-sensitive adhesive substrate 
sections via a dispensing process, for example, according 
to WO 92/17237, after the carrier layer sections have been 
overlapped. 

Further details, features and advantages of the invention 
will become apparent from the following explanation of an 
embodiment example represented schematically in the 
drawing . 

Fig- 1 shows the substrate layer 1 in cross- section, 
comprising a backing layer 5 and a matrix 6 connected 
thereto. Said matrix may either be comprised entirely of a 
pressure- sensitive adhesive material or be rendered 
pressure-sensitive adhesive on its application surface by 
providing it with a pressure-sensitive adhesive layer (not 
shown) . The pressure- sensitive adhesive surface or the 
pressure sensitive adhesive-rendered matrix 6, respective- 
ly, is covered by a carrier layer which projects beyond 
said matrix 6 at least partially and which according to the 
invention is configured with two carrier layer sections 2,3 
which overlap each other in the region where they are 
joined. 

Due to the fact that the carrier layer sections 2, 3 
project beyond the matrix 6 at the side edges 7, 8 in a 


manner known per se, in the possible case of adhesive 
leaking out, any sticking to the package bag is reliably 
prevented. 

On account of the fact that the carrier layer 2,3, which is 
assembled in two parts for reasons of better detachability, 
is configured with a region of overlap 4, the said carrier 
layer prevents, also in this region, the leaking-out of 
pressure-sensitive adhesive in cold flow during a prolonged 
storage. 

One embodiment provides for one of the carrier layer 
sections 2 to be wider than the other section 3 by the 
amount of the overlap 4. 

However, one may also take the measure of configuring both 
carrier layer sections 2, 3 to be wider, by an amount of 
half of the overlap, than half the width dimension of an 
undivided carrier layer 1. 

Furthermore the region of overlap 4 may be placed either 
centrally or eccentrically on the substrate section 1, 
without diminishing its function as a detachment aid. This 
measure facilitates manufacture and its control. 

A process for forming substrate sections 1 comprising 
carrier layer sections 2, 3 which project beyond the said 
substrate sections and form a region of overlap 4 is 
characterized in that the carrier layer sections 2, 3 are 
supplied with the pressure-sensitive adhesive substrate 
sections 1 after the said carrier layer sections 2, 3 have 
been overlapped. 

The solution according to the present invention is 
surprisingly simple and optimally solves the task posed at 
the beginning hereof. 
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CLAIMS 


1. Substrate sections which have been rendered pressure- 
sensitive adhesive and sealed in bags so as to be protected 
against loss of active substance, the pressure- sensitive 
adhesive surface of which is covered by a carrier layer 
which projects at least partially beyond said substrate 
sections and is divided by an incision, thus forming a 
detachment aid # through which incision adhesive may leak 
out in cold flow during storage and may cause the substrate 
section to stick to the bag, characterized in that in order 
to increase storage stability by avoiding leakage of 
pressure-sensitive adhesive, the carrier layer is con- 
figured with two carrier layer sections which overlap each 
other in the region where they are joined. 

2. Substrate section according to Claim 1, characterized 
in that one of the carrier layer sections is wider than the 
other section by the amount of the overlap. 

3 . Substrate section according to Claim 1, characterized 
in that both carrier layer sections are, by the amount of 
half the overlap, wider than half the width dimension of an 
undivided carrier layer. 

4. Substrate section according to Claims 1 to 3, 
characterized in that the region of overlap is positioned 
centrally or eccentrically on the substrate section. 

5. Process for forming substrate sections comprising 
carrier layer sections projecting beyond the substrate 
sections and forming a region of overlap, characterized in 
that the pressure-sensitive adhesive substrate sections are 
supplied via a dispensing process to the carrier layer 
sections after the latter have been overlapped. 
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J»LEASE NOTEl 

you MUST 

COMPLETE THE 
FOLLOWING 


Attorney Docket No. 

3868-0103P 

BIRCH, STEWART, KOLASCH & BIRCH, LLP 

P.O. Box 747 -Fills Church, Virginia 2204Q-0W 
Telephone: C?03) 2O5-$O0P • Fswirnile: (705) 2QS-SS50 

COMBINED DECLARATION AND POWER OF ATTORNEY 
FOR PATENT AND DESIGN APPLICATIONS 

As a below named iiw^tor, I hereby declare that: my residence, post office address end citenship ere as stated next to my n»me; Cut I verily 
believe that I am the original, first v& sole inventor (if onty one inventor it named* below) or en original, Km and joint inventor (if plural 
iavesfess see named below) of the subject spatter which wel§|me£ and *grw}tich *yg|gtt iyougftton tjalnvQitfott enf^edL 


Substrate 9BctioT8 revdrig 

fig t\uiv mmmm. 


lawt Titfc; 

Fill in AppnjpH»» the specification of which is attached hereto. If not Attached hereto, 
the specification was Sled on. 


in a 


and process 


POT U*e Without 

Specification 

Attached: 


fcWrt Priority 
In ft) fin* toon: 
(inappropriate) 


United Statu Application Number . 
and amended on 


the specification was filed on 
International Application Number , 
amended under PCT Article 19 0R 


.(if applicable) and/or 

asFCT 

; and was 


_<$f applicable) 


I hereby ttate that I have reviewed and understand the content! of the above-identified specification* including the claims, as smende4 by 
any amendnsent referred te above. 

I acknowledge fee duty to disclose information which il materia) tepatemebi% as defined* m Title 57, Code of Federal Regulation*, 51,56. 

I do not know and do not believe the same was ever known or usee in the United States of America before my or our invention thereof, or 
patented or described in any printed publication in any country before my or our invention thereof or more than one year pnortothi» application, 
that the same was not hi public use or on tale in the United States of America more than one year prior to this application, that the invention has 
not been patented or made the subject of an inventor"* certificate itsued before the date of this application in any country foreign to the United 
States of America on en application filed by me or my legal representative or assigns mote than twelve months (six months for designs) prior to 
this application, and that no applioatton for patent or inventor's certificate on this invention haa been filed in any country foreign to the United 
States of America prior to mis application by trie or my legal representatives or assigns! except as follows, 

I hereby claim foreign priority benefits under Title 35 r United States Code, |fi9(s>(d) °f *ay foreign application^) fbr patent or Inventor's 
certificate Hated below and have also Identified below any foreign application fbr patent or inventor's certificate having & filing date before that of 
the application on which priority is claimed: 


Prior Foreign Application(s) 


Priority Claimed 


199 25 338,2 

QE 

(Number) 

(Country) 

(Number) 

(Cctmay) 

(Number) 

(Country) 


06.02.1999 


{Number) 


(Country) 


(Month/Dty/Ycer Filed) 


(M ondifl^rflrear Filed} 


(Momh/Day/Y*»r Filed) 


(Monft/Dsyff ear Filed) 


a 

Yes 

□ 
Yes 

□ 
Yes 

□ 
Yes 


□ 
No 

D 

No 

□ 
No 

□ 

No 


I hereby claim the beneCt under Title 35, United States Code y ft 19(e) of any United States provisional applicat£ona(s) listed below. 


Dwrt Provisions! 

Application**): 

(if any) 


Ineatftequctftd 

tsftstoeden: 
(if appropriate) 


Intcrf Prior U.S. 

Apptic»don<i): 

(if«ay) 


(to. 


(Application Number) 


(Filing Date) 


(Application Number) 


(Filing Date) 


AH Foreign Applications, if any, Sbr any Patent or Inventor's Certificate Piled More than 12 Months (6 Months for Designs) Prior to the Filing 
Date of This Application; 


Country 


Application Number 


Date of Filing (Month/Day/Year) 


I hereby claim &e benefit under Title 35, United States Code, §120 of any United States and/or PCT application^) listed below and, insofar as 
the subject metier of each of the claims of title application is not disclosed hi »w prior United States and/or PCT application m the manner 
provided by the first paragraph of Tide 35, United States Code, §112, 1 acknowledge the duty to disclose information which is material to the 
pateniabiUtt as defined in Tttte 37, Code of Federal Regulations, §1.56 which became available between the filing date of the prior application 
and the national or PCT international filing date of this application ► ■ 


(Application Number) 


(Filing Date) 


(Application Number) 


(Piling Date) 


(Status -patented, pending, abandoned) 


(Status * patented* pending, abandoned) 
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Attorney Docket No. 



iastrupuoaa received m?m fee entity wi? flat sent the toSicaflon papers to 1 
or assignee provides smd practitioners wife a written notice to the contrary : 


practitioners, unless the inventor(s} 


PLEASE NOTE: 
YOU MUST 
COMPLETE 
THE 

FOLLOWING: 
I 


Send Correspondence to: 

BIRCH, STEWART, KOLASCH & BIRCH, LLP or CUSTOMER NO. 2292 

P.O. Box 747 * Falls Church, Virginia 22040-0747 
Telephone: (703) 205-8000 * Facsimile: (703) 205-8050 


3- 


. 43IVEN NAME/FAMILY NAME 


DATS* 

Resfdeitee (City, State & Country) 

BoesnarstiraBe 6, 56567 Neuwiedj Gecrreny 

CITIZENSHIP 


MAILING ADDRESS (Complete Street Addreia including City, State ft Country) "™ 1 

BoesnecsfcrsBe 6, 56567 NeurfLed, Germany 

GIVBN NAMS/FAMILY NAME 

INVENTORS SIGNATURE 

Date* 

Residence (City, State & Country) 

EtfelstMfe 65, 5349B Bad Bteteig, Gtarany 

C1TIZENSHII 

Gentian 

> 

MAILING ADDRESS (Constate Street Address including City, State ft Country) ■ 

EifaLstzsBe S5, 53486 Bad BraLsig, Omtmy ^ 

CIVHN NAME/FAMILY NAME 


OATS* 

Residence (City* State & Country) " / / / 

KucEiksterplatz 17,53125 Beam. Garmsnv // 

citizenship' " 
Gaoren XX3< 

MAILING ADDRESS (Complete Street Addreif motudtng City, State ft Cowitty) "~ 

KurfQtstonpiBftz 17, 5315 Bom, Ganrany 

GIVEN NAME/FAMILY NAME 

INVENTOR'S SIGNATURE 

DATE* 

Residence (City, State ft Country) 

CITIZENSHIP 

MAILING ADDRS55 (Complete Street Addreaa including City, Sate ft Country) 

given name/family name 

INVENTOR'S SIGNATURE 

DATE* 

Reeidenco (City, State ft Country) 

crnzsNSKip 

MAILING ADDRESS (Complete $t?@et Addrete including City, State & Country) 

GIVEN NAME/FAMILY NAME 

INVENTOR'S SIGNATURE 

DATE* 

R«§fdenrc (City, State & Csun&y) 

CITIZENSHIP 

MAILING ADDRESS (Complete Street Addre» including City, State ft Country) 


•DATE O? SIGNATURE 
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